Study Volunteer ID:                                                 

Study Volunteer Name: 

SOP 03-V 4 / ANX 10 -V 1.0
PSG Institute of Medical Science and Research, Coimbatore
Institutional Human Ethics Committee
INFORMED CONSENT FORMAT FOR RESEARCH PROJECTS

(strike off items that are not applicable)

I / We (write name of the investigator(s) here), _______________________________________

__________________________________________________,  am / are carrying out a study on the topic: 

as part of my / our research project being carried out under the aegis of the Department of:
 

(Applicable to students only): My / our research guide is: 

The justification for this study is: 

The objectives of this study are: 
Primary Objective:

Secondary Objective: 

Sample size: ________________. 
Study volunteers / participants are (specify population group & age group): ____________________. 
Location: _____________________. 

We request you to kindly cooperate with us in this study. We propose collect background information and other relevant details related to this study. We will be carrying out: 
Initial interview (specify approximate duration):__________ minutes. 
Data collected will be stored for a period of _____ years. We will / will not use the data as part of another study.
Health education sessions: Number of sessions: _____________. Approximate duration of each session:  ______________ minutes. 

Clinical examination (Specify details and purpose): 

Blood sample collection: Specify quantity of blood being drawn: ___________ml. 
No. of times it will be collected: _______________. 

Whether blood sample collection is part of routine procedure or for research (study) purpose:  

1. Routine procedure
2. Research purpose

Specify purpose, discomfort likely to be felt and side effects, if any: _______________________________
Whether blood sample collected will be stored after study period:
Yes / No, it will be destroyed

Whether blood sample collected will be sold:  Yes / No 
Whether blood sample collected will be shared with persons from another institution: Yes / No

Medication given, if any, duration, side effects, purpose, benefits: 

Whether medication given is part of routine procedure: Yes / No (If not, state reasons for giving this medication)

Whether alternatives are available for medication given: Yes / No (If not, state reasons for giving this particular medication)

Final interview (specify approximate duration):_________ mts. If photograph is taken, purpose: 

Benefits from this study: 

Risks involved by participating in this study:

Reimbursement or compensation for the inconvenience: Yes/No

If yes describe the plan 
Emergency Medical Treatment: If applicable, add here along with  available medical treatment in case of complications.

Compensation for protocol Related Injury: Yes /No
If yes describe the details of compensation or insurance for protocol related injury to the study participant. Explain who will bear the cost in case of trial related injury?
How the results will be used: 

If you are uncomfortable in answering any of our questions during the course of the interview / biological sample collection, you have the right to withdraw from the interview / study at anytime. You have the freedom to withdraw from the study at any point of time. Kindly be assured that your refusal to participate or withdrawal at any stage, if you so decide, will not result in any form of compromise or discrimination in the services offered nor would it attract any penalty. You will continue to have access to the regular services offered to a patient. You will NOT be paid any remuneration for the time you spend with us for this interview / study. The information provided by you will be kept in strict confidence. Under no circumstances shall we reveal the identity of the respondent or their families to anyone. The information that we collect shall be used for approved research purposes only. You will be informed about any significant new findings - including adverse events, if any, – whether directly related to you or to other participants of this study, developed during the course of this research which may relate to your willingness to continue participation.
Consent: The above information regarding the study, has been read by me/ read to me, and has been explained to me by the investigator/s. Having understood the same, I hereby give my consent to them to interview me. I am affixing my signature / left thumb impression to indicate my consent and willingness to participate in this study (i.e., willingly abide by the project requirements). 

Signature / Left thumb impression of the Study Volunteer / Legal Representative:

Signature of the Interviewer with date:





Witness:
Contact number of PI:

Contact number of Ethics Committee Office:  0422 4345818 
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